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Box No. 1 Basis of the report 

1. With regard to the language, this report is based on the international application in the language in which it was 
filed, unless otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 and/or 55.3) 

2. With regard to the elements* of the international application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 



Description, Pages 

1-12 as originally filed 
Claims, Numbers 

1 -34 received on 24.01 .2005 with letter of 21 .01 .2005 
Drawings, Sheets 

1/8-6/3 as originally filed 

□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. El The amendments have resulted in the cancellation of: 

□ the description, pages 
13 the claims, Nos. 35-55 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this report and listed below 
had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any tabie(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded. » 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 






No: 


Claims 


1-34 


Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-34 


Industrial applicability (IA) 


Yes: 


Claims 


1-34 




No: 


Claims 





2. Citations and explanations (Rule 70.7): 
see separate sheet 



Box No. VIII Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 
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Section V. 

1 . The closest prior art is represented by document EP-A-0 819 442 (=D1 ) which 
discloses the technical features, cf. PCT Guidelines chapter IV-7.6, of the 
independent claims for the following reasons: 

1.1 Claim 1. 

D1 discloses: a needle (10) suitable for penetrating a membrane, having a pointed 
end (40) provided with a penetrating tip (20) and with an opening (22) for letting a 
liquid in and/or out in a main direction (1 8) which is substantially parallel to the 
longitudinal extension of the needle (10), the penetrating tip (20) is designed with 
a substantially point-shaped edge (36) suitable to initially prick a membrane when 
the membrane is penetrated and that the outer edges (32a,32b) present on the 
pointed end (36) in the area between the point-shaped edge (36) and a position 
(30) beyond the opening (22) are rounded such that it is suitable to push a 
membrane away rather than cutting it. 

The subject-matter of claim 1 is therefore regarded not new over the teaching and . 
disclosure of D1 since D1 discloses all technical features of claim 1 contrary to the 
requirements of Article 33(2) PCT. 

1.2 Claim 21. 

Claim 21 has the same preamble as claim 1 . It differs from claim 1 in the 
functional definitions of the cross-section and the force distribution. 

Any circular needle having a pointed end with a penetrating tip and an opening, 
i.e. any commonly used needle, would deprive novelty of claim 21 since it will 
cause at least three substantially equally sized forces when penetrating a 
material. Moreover, a perfect circular needle penetrating a perfect homogeneous 
material will create infinite number of equally sized forces distributed 360°. 
Furthermore, it appears that the cross-section distal of points (38a,39b) of the 
needle of D1 will, or could, create at least three substantially equally sized forces 
which also depends on the material to be penetrated. 

Claims 21 therefore lacks novelty contrary to the requirements of Article 33(2) 
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PCT. 
1.3 Claim 24. 

The disclosure of forming the needle of D1 on page 3, line 50 - page 5, line 20, 
appears to be suitable as a method of manufacturing a needle according to claim 
24. In D1 the method uses e.g. a grinding wheel to create the form disclosed in 
the figures of D1. It also discloses turning of the needle during grinding which will 
automatically lead to that the outer edges becomes rounded as defined in claim 
24. 

Claims 24 therefore lacks novelty contrary to the requirements of Article 33(2) 
PCT. 

2. Dependent claims 2-20, 22-23 and 25-34 appear not to contain any features 
which, in combination with the features of any claim to which they refer, meet the 
requirements of the PCT in respect of novelty (Article 33(2) PCT) or inventive step 
(Article 33(3 PCT). 

The features defined in these claims appear only to be slight constructional 
changes not involving any novel features or features providing an inventive step. 

None of these claims define the essential technical features leading to the 
embodiments disclosed in figures 1 , 2, 6 and 11. 

3. In order to overcome the above mentioned objections the applicant should have 
defined the needle in a single (see Section VIII below) independent "needle" claim 
(which is novel over D1, provides an inventive step over the teaching of D1 
combined with any teaching of the other cited documents and drafted in the two 
part form against D1) and a method claim defining the steps of manufacturing 
precisely that needle, i.e. containing a back reference to any of the previously 
defined needle claims. Such a needle claim and method claim would fulfil the 
requirements of Article 33(2)-(4) PCT, cf . figures 1 , 2, 6 and 1 1 . 

Section VIII. 

1 . Although claims 1 and 21 have been drafted as separate independent claims, they 
appear to relate effectively to the same subject-matter, i.e. overlapping subject- 
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S "I' 0 f^T 6aCh ° ther ° nly With re 9 ard to *• definition of the 

used tT!r T , r° teCt, '° n ' S SOU9ht and/ ° r in res P ect of the terminology 
used for the features of that subject-matter. 

The aforementioned claims therefore lack conciseness and as such do not meet 
the requirements of Article 6 PCT. 

. Comments to the lett e r of re ply of 21.01 7 ?nng 

" L h nl^' iCant ar9 T that ne6dle aCC ° rdin 9 to c,aim 1 *■ act differently when 
penetrating a membrane than the needle of D1 . This is however irrelevant since 

IndThet T 6 ' ^ ° f need ' e f ° r Whlch P~ n is sought in c"m1 

c. a ^ 1 Wh °K Perf0rm,ng thiS Particu,ar P enetratio " ^e not defined in 

cla.m 1 . When hav,ng regard to the embodiments of figures 1 , 2 6 and 1 1 oHhe 

SmL pp licati0 £ the division agrees wlth the applicant « ^ Vmi*L 

wh ch may cause the particular penetration referred to. However the technical 

° nSt,tUtin t 9 ^ iS difference > «* -ding to a particular penetration of a 
membrane, are not def.ned in claim 1 , cf . PCT Guidelines chapter III 4 4 
Claim 1 therefore still lacks novelty, Article 33(2) PCT. 

The applicant has added the features of former claim 44 into claim 41 to form the 
new cla.m 21 stating that the tip is arranged to lie substantially on the onZd na. 
centre l.ne of the needle. Tip (20) of D1 certainly lies on the lo^naFSEX 

soml ?' Cf ' J' 911 " 8 2 ^ ^ " may be that the a PP'--t means 
somethmg else with the term "tip" than the tip (20) of D1 . However this should 

have been unambiguously clearly defined by the technical features such that no 
rn.sunderstand.ng may occur on what is meant by a tip 

Claim 21 (former claims 41+44) therefore still lacks novelty, Article 33(2) PCT. 

Claim 24 (former claim 45) does not just lack novelty, Article 33(2) PCT but also 
lacks Canty, Article 6 PCT. What kind of needle is manufactured? Does thte 
needle have anything to do with the needle as defined in any of claims 1-23? To 

:^:^r shouid have had a b — en j to , e ^ 

aTytf Z^eV^ " " ^ « ^ at "» - 

!l a thnH ar ? tHat manufacture of 3 needle would deprive novelty of claim 24 A 
method claim .s allowable, should the method itself or the product manufactured 
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by the method be new and inventive. However, neither is the case in the present 
claim 24. 



The applicant has requested "further proceedings" should the IPER become 
negative. 

The applicant has received a so called WO-ISA issued by the Swedish Patent 
Office acting as ISA. This communication is considered equivalent with a proper 
Written Opinion (WO or 408). In addition the European Patent Office has issued a 
Written Opinion dated 23.1 1 .2004. 

It is not foreseen that 3 Written Opinions could be issued before the IPER is due. 
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CLAIMS 



5 1, A needle (l) for penetrating a membrane (2), having a pointed end (3) provided 
with a penetrating tip (4) and with an opening (6) for letting a liquid in and/or out 
in a main direction (7) which Is substantially parallel to the longitudinal extension 
of the needle, characterized in that the penetrating tip (4) is designed with a 
substantially point-shaped edge (8) to initially prick a membrane (2) when the 
10 membrane is penetrated and that the outer edges (19) present on the pointed 

end (3) in the area between the point-shaped edge (8) and a position (2S) 
beyond the opening (6) are rounded so that after the initial penetration the 
pointed end (3) will push the membrane material away rather than cutting the 
membrane material. 

15 

2. A needle according to claim 1, characterized in that the inner edge (21) of the 
opening (6) is rounded. 

3. A needle according to claim 1 or 2, characterized in that the penetrating tip (4) 
20 ls designed with a cross section (26) having a symmetry causing at least three 

substantially equally sized forces (F) in different directions which are radial to the 
longitudinal centre line (5) of the needle and which forces counteract each other 
so that die needle (l) will tend not to deviate from the initial penetration direction 
when the needle (l) penetrates a membrane (2). 

25 

4. A needle according to claim 3, characterized in that the cross section is 
substantially triangular with rounded edges. 

5. A needle according to daim 3, characterized in that the cross section is 
30 substantially circular. 

6. A needle according to any of claims 1-5, characterized In that the point-shaped 
edge (8) of the penetrating tip (4) is arranged to lie substantially on the 
longitudinal centre line (5) of the needle (1). 
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A needle according to any of claims 1-6, characterized in that the' pointed end 
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(3) has a shape substantially corresponding to a part of an Imaginary cone, the 
tip (9) of which coincides with the substantially point-shaped edge (8). 

A needle according to any of claims 1-7, characterized in that at least a major 
part of the opening (6) is arranged on one and the same half of the cross section 
of the needle (1). 

A needle according any of claims 1-8, characterized in that the pointed end (3) 
Is provided with a basic shape in accordance with a lancet bevel cut. 

A needle according any of claims 1-9, characterized in that the pointed end (3) 
is provided with a basic shape in accordance with a back bevel cut. 

A needle according to claim 10, characterized in that the back bevel cut has a 
tip angle (a) in the interval 20" to 50°. 

A needle according to claim 10, characterized in that the back bevel cut has a 
tip angle (a) in the interval 50" to 100°. 

A needle according to claim 10, characterized in that the back bevel cut has a 
tip angle (a) In the interval 30° to 80". 

A needle according to claim 12 or 13, characterized in that the tip angle (a) is 
approximately 75°. 

A needle according any of claims 10-14, characterized In that the back bevel . 
cut has a second grind angle (P) in the interval 50° to 140°. 

A needle according to claim IS, characterized in tfiarthe second grind angle (p) 
is approximately 100°. 

A needle according to any of claims 1-10, characterized In that the needle is 
provided with a tip angle (a) in the interval 20° to 100°. 

A needle according to claim 17, characterized in that the tip angle (a) is in the 
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interval 30° to 80°. 

19. A needle according any of claims 1-10, characterized in that the needle is 
provided with a rear angle (0) in the interval 50° to 140°. 

5 

20. A needle according to claim 19, characterized in that the rear angle (p) Is 
approximately 100°. 

21. A needle for penetrating a membrane (2), said needle (l) having a pointed end 
10 (3) provided with a penetrating tip (4) and with an opening (6) for letting a liquid 

In and/or out in a main direction (7) which is substantially parallel to the 
longitudinal extension of the needle (l), characterized in that the point-shaped 
edge (8) off the penetrating tip (4) is arranged to lie substantially on the 
longitudinal centre line (5) of the needle (l), and the penetrating tip (4) is 
15 designed with a cross section (25) having a symmetry causing at least three 

substantially equally sized forces (F) in different directions which are radial to the 
longitudinal centre line (5) of the needle and which forces counteract each other 
so that the needle (1) will tend not. to deviate from the initial penetration direction 
when the needle (1) penetrates a membrane (2). 

20 

22. A needle according to claim 21, characterized in that the cross section is 
substantially triangular with rounded corners. 

23. A needle according to claim 21, characterized in that the cross section is 
25 substantially circular. 

24. A method for manufacturing a needle (l) for penetrating a membrane (2), 
comprising: 

30 cutting a tubular blank (15) obliquely for obtaining a pointed end (3) provided 

with a penetrating tip (4) and with a opening (6) for letting a liquid in and/or out 
In a main direction (7) which is substantially parallel to the longitudinal extension 
of the needle (1), 
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characterized by providing the penetrating tip (4) with a substantially point- 



24-01-2005 
PROG NR.408 24.01. '05 10:05 



ID:VALEft 



FfiX: 4631 7790640 



SIL SEO. 



16 



shaped edge (8), and 



25. 



26. 



10 



15 



27. 



20 



28. 



29. 



25 



30. 



30 



31. 



rounding all outer edges (19) present on the pointed end (3) in the area between 
the point-shaped edge (8) and a position (25) beyond the opening (6). 

A method according to claim 24, characterized by rounding the inner edge (21) 
of the opening (6). 

A method according to claim 24 or 25, characterized by shaping the penetrating 
tip (4) with a cross section (26) having a symmetry causing at least three 
substantially equally sized forces (F) in different directions which are radial to the 
longitudinal centre line (5) of the needle (1) and which forces counteract each 
other so that the needle (1) will tend not to deviate from the initial penetration 
direction when the needle (1) penetrates a membrane (2). 

A method according to any of claims 24-26, characterized by arranging the 
point-shaped edge (8) of the penetrating tip (4) to lie substantially on the 
longitudinal centre line (5) of the needle (1). 

A method according to any of claims 24-27, characterized by shaping the 
pointed end (3) as a part of an imaginary cone, the tip (9) of which coincides with 
the substantially point-shaped edge (8). 

A method according to any of claims 24-28, characterized by shaping the 
pointed end (3) so that at least a major part of the opening (6) will be located on 
one and the same half of the cross section of the needle (1). 

A method according to any of claims 24-29, characterized by grinding the 
penetrating tip (4) in accordance with a lancet bevel cut before rounding the 
outer edges of the pointed end (3). 

A method according to any of claims 24-30, characterized by grinding the 
penetrating tip (4) In accordance with a back bevel cut before rounding the outer 
edges of the pojnted end (3). 
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32. A method according to any of claims 24-31, characterizBd by shaping the 
penetrating tip (4) by a non-cutting process, such as forging, hammering or 
similar. 

5 33. A method according to any of claims 24-32, characterized by rounding the outer 

edges (19) by blasting and/or electrochemical polishing. 

A method according to claim 25, characterized by rounding the Inner edge (21) 
of the opening (6) by blasting and/or electrochemical polishing* 
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